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-- The MAILING DATE of this communication appears on the cover sheet with the c rrespondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 06 March 2003 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-29 is/are pending in the application. 

4a) Of the above claim(s) 15-17. 19-21 and 27-29 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-14.18 and 22-26 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)QAII b)D Some*c)D None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) ^ Notice of References Cited (PTO-892) ' 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) d Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 9 . 6) O Other: 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of Group I in Paper No. 12 is acknowledged. 

Specification 

2. The specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. 

Claim Objections 

3. Claim 22 is objected for failing to further limit the subject matter of a previous 
claim. This claim is duplicative of claim 1 . Applicant is required to cancel the claim(s), 
or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-14, 18 and 22-26 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
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matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a deposit rejection. 

The specification lacks complete deposit information for the deposit of specific 
monoclonal antibody isotype H07 MAP. 10 Mab IgGi. Because it is not clear that cell 
lines possessing the properties of monoclonal antibody isotype H07 MAP. 10 Mab IgGi 
are known and publicly available or can be reproducibly isolated from nature without 
undue experimentation and because the claims require the use of monoclonal antibody 
isotype H07 MAP.10 Mab IgGi, a suitable deposit for patent purposes is required. 
Without a publicly available deposit of the above cell line, one of ordinary skill in the art 
could not be assured of the ability to practice the invention as claimed. Exact replication 
of the cell line is an unpredictable event. 

If a deposit has been made under the provisions of the Budapest Treaty, filing of 
an affidavit or declaration by applicant or assignees or a statement by an attorney of 
record who has authority and control over the conditions of deposit over his or her 
signature and registration number stating that the deposit has been accepted by an 
International Depository Authority under the provisions of the Budapest Treaty, that all 
restrictions upon public access to the deposit will be irrevocably removed upon the grant 
of a patent on this application and that the deposit will be replaced if viable samples 
cannot be dispensed by the depository is required. This requirement is necessary when 
deposits are made under the provisions of the Budapest Treaty as the Treaty leaves 
this specific matter to the discretion of each State. Amendment of the specification to 
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recite the date of deposit and the complete name and full street address of the 
depository is required. 

If the deposit has not been made under the provisions of the Budapest Treaty, 
then in order to certify that the deposits comply with the criteria set forth in 37 CFR 
§1.801-1.809, assurances regarding availability and permanency of deposits are 
required. Such assurance may be in the form of an affidavit or declaration by applicants 
or assignees or in the form of a statement by an attorney of record who has the 
authority and control over the conditions of deposit over his or her signature and 
registration number averring: 

(a) during the pendency of this application, access to the deposits will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited biological 
material will be irrevocably removed upon the granting of a patent on this application; 

(c) the deposits will be maintained in a public depository for a period of at least 
thirty years from the date of deposit or for the enforceable life of the patent of or for a 
period of five years after the date of the most recent request for the furnishing of a 
sample of the deposited biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or non- 
replicable. 

In addition, a deposit of biological material that is capable of self-replication either 
directly or indirectly must be viable at the time of deposit and during the term of deposit. 
Viability may be tested by the depository. The test must conclude only that the 
deposited material is capable of reproduction. A viability statement for each deposit of a 
biological material not made under the Budapest Treaty must be filed in the application 

and must contain: 

1 ) The name and address of the depository; 

2) The name and address of the depositor; 
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3) The date of deposit; 

4) The identity of the deposit and the accession number given by the depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sample if the test is not done by the 
depository; and 

7) A statement that the deposit is capable of reproduction. 

As a possible means for completing the record, applicant may submit a copy of 
the contract with the depository for deposit and maintenance of each deposit. 

If the deposit was made after the effective filing date of the application for patent 
in the United States, a verified statement is required from a person in a position to 
corroborate that the hybridoma cell line described in the specification as filed is the 
same as that deposited in the depository. Corroboration may take the form of a 
showing of a chain of custody from applicant to the depository coupled with 
corroboration that the deposit is identical to the biological material described in the 
specification and in the applicant's possession at the time the application was filed. 

Applicant's attention is directed to In re Lundack , 773 F.2d. 1216, 227 USPQ 90 
(CAFC 1985) and 37 CFR §1 .801-1 .809 for further information concerning deposit 
practice. 

5. Claims 10, 12 and 24 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

Claims 10, 12 and 24 are drawn to an isolated antibody having a specific nucleic 
acid sequence identified by a SEQ ID Number or degenerates thereof. The written 
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description in this case only sets forth specific nucleic acid sequences, therefore the 
written description is not commensurate in scope with the claims drawn to degenerates 
thereof. The claims teach how to define degenerates thereof. The claims fail to teach 
how to obtain such degenerates thereof. There is no guidance as to what the 
degenerates are; or what degenerates can or cannot be used in the sequence being 
claimed. The specification does not include structural examples of degenerates thereof. 
Thus, the resulting degenerates thereof could result in* complexes not taught and 
enabled by the specification. 

Vas-Cath Inc. V. Mahurkar, 1 9 USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description 1 inquiry, whatever is now claimed." (See page 1117). The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 USC 112 is severable from its enablement provision (see page 115). 

With the exception of specifically named nucleic acid sequences, the skilled 
artisan cannot envision the detailed structure of the degenerates thereof, thus 
conception is not achieved until reduction to practice has occurred, regardless of the 
complexity or simplicity of the method of isolation. An adequate description requires 
more than a mere statement that it is part of the invention and a reference to a potential 
method of isolating it. Furthermore, In The Reagents of the University of California v. Eli 
Lilly (43 USPQ2d 1398-1412), the court held that a generic statement which defines a 
genus 41 by only their functional activity does not provide an adequate description of the 
genus. The court indicated that while Applicants are not required to disclose every 
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species encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of molecules falling within the scope of the 
claimed genus. 

Therefore only the recited nucleic acid sequences and not the full breadth of the 
claims meets the written description provision of 35 USC 112, first paragraph. 

6. Claim 2 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for monoclonal antibody isotype H07 MAP. 10 Mab 
IgGi that prevents S. aureus infection in a human or animal, does not reasonably 
provide enablement for an isolated antibody which binds to the Map10 protein from S. 
aureus and prevents infection in a human or animal. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. 

The specification teaches that monoclonal H01 had no efficacy in the mouse 
bacteremia mouse models, whereas H07 had the best protective results (page 29 para. 
[0060]). There is no teaching within the specification that any antibody that binds the 
MAP protein will also prevent S. aureus infection in a human or animal. The 
specification fails to teach examples of any antibodies that meet the limitations of the 
claims in the manner instantly claimed. Therefore, the specification fails to enable a any 
antibody that binds MAP protein will also prevent S. aureus infection in a human or 
animal. 
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Applicants' have provided no guidance to enable one of mtimm? skill in the art 
as to how determine, without undue experimentation, every useable antibody; therefore, 
one of skill in the art would have to locate de novo steps required to locate an isolated 
antibody that binds MAP protein and prevents said infection. 

Given the lack of guidance contained in the specification and the unpredictability 
for the ability to prevent S. aureus infection in a human or animal, one of skill in the art 
could not make or use the broadly claimed invention without undue experimentation. 
The specification fails to provide an enabling disclosure for such antibodies outside of 
the specifically named monoclonal antibody isotype H07 MAP. 10 Mab IgGi. There is no 
requirement or limitation for only monoclonal antibody isotype H07 MAP. 10 Mab IgGi. 
In view of the lack of guidance contained in the specification and the unpredictability for 
the prevention of infection, one skilled in the art could not make or use the broadly 
claimed invention without undue experimentation. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date.of application for patent in the United 
States. 

7. Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by Hook et 
al., (US Patent 5,648,240). Hook et al. f teach the MHC ll-antigen protein analog gene 
from Staphylococcus aureus (col. 2 lines 35-37). The gene and protein of the instant 
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application designated as Map10, is the same gene and protein of US Patent 
5,648,240. See the instant specification at page 5. The strains of both the instant 
application and Hook et al., used were S. aureus FDA 574. Example 6 teaches the use 
of Western blotting techniques to detect the antigen. It is well known in the art that the 
Western immunoblot is a method that identifies antibodies against proteins of a precise 
molecular weight wherein the antigen is exposed using a radioisotope-labeled 
antibody. Thus, the antibodies bind to the MAP 10 protein. Example 9 teaches the 
testing of antibodies for the inhibitory capacity of the binding of S. aureus. 

Therefore, Hook et al., teach an isolated antibody that binds Map10 protein from 
S. aureus. 

Prior Art 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Jonsson et al., teach MHC class II proteins designated Map from 
a 72 kDa surface protein of S. aureus strain FDA 574 that is capable of binding several 
extracellular proteins, this is the equivalent to the instant application's Map10 protein. 
McGavin et al., teach the Map from a 72 kDa surface protein of S. aureus which is the 
equivalent to the instant application's Map10 protein used in a Western immunoblot 
assay. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 703-305-0487. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 703-308-3909. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-308-4242 
for regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
703-308-0196. 

Ja-Na Hinesoy 
May 13, 2003^ 



LYNETTE R.F.SMITH 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 




